2
2

T
g ) Ky bsi: CUC QUAN
\a

\ LY DUQC
| Co quan: BO Y TE
] Ngay ky: 23-01-

7w BOYTE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Péc 1ap - Tw do - Hanh phuc
S6: 65 /QD-QLD Ha Néi, ngay 23 thdng 01 nam 2025
QUYET PINH

Vé viéc ban hanh Danh muc 19 vic xin, sinh pham
dwgc cap, gia han giay dang ky luu hanh tai Viét Nam - Dot 53

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc s6 105/2016/QH13 ngay 06/4/2016;

Can cir Ludt s6 44/12024/QH15 ngay 21/11/2024 sira déi, bo sung mét sé diéu cia
Ludt Duoc,

Can cir Nghi dinh sé 95/2022/NP-CP ngay 15/11/2022 ciia Chinh phii quy dinh
chirc ndng, nhiém vu, quyén han va co cdu 16 chire ciia BY Y té;

Can cir Quyét dinh s6 1969/0D-BYT ngay 26/4/2023 cua Bo truong Bo Y té quy
dinh chirc nang, nhiém vu, quyén han va co cau t6 chire ciia Cuc Quan Iy Duwoc thuéc Bé
Y te,

Can cir Thong tw so 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trudng B Y té quy
dinh viéc dang ky lwu hanh thudc, nguyén lidu lam thudc;

Can cir Théng tw s6 55/2024/TT-BYT ngay 31/12/2024 ciia Bé trucéng B Y té sira
d6i, bé sung mot s6 diéu vé gia han gidy dang ky luu hanh thudc, nguyén liéu lam thuoc
tai Thong tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia BS trucéng Bé Y té quy dinh viéc
dang ky lieu hanh thuée, nguyén liéu lam thuoc

Can cit két ludn cua Hoi dong tw van cap gidy dang ky lwu hanh thuée, nguyén
liéu lam thuoc - Bo Y té dot 53 tai cong van so 06/HDTV-VPHD ngay 20/01/2025 cua
Van phong Héi dong tw van cap GPKLH thudc, nguyén liéu lam thuéc;

Theo dé nghi ciia Trieong phong Pang ky thuée, Cuc Qudn Iy Duorc.
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay Danh muyc 19 vic xin, sinh pham dugc
cap, gia han gidy dang ky luu hanh tai Viét Nam - Pot 53, bao gom:

1. Danh muc 07 vic xin, sinh pham dugc cip gidy ding ky luvu hanh hiéu luc 03
nam - Dot 53 (Phu luc | kém theo Quyét dinh nay).

2. Danh myc 04 sinh phérr} duoc gia han gidy dang ky luu hanh hiéu lyc 05 nam -
Dot 53 (Phu luc |l kem theo Quyét dinh nay).

3. Danh muc 08 sinh pham duoc gia han gidy dang ky luu hanh hiéu lyc 03 nam -
Dot 53 (Phu luc |1l kem theo Quyét dinh nay).

Piéu 2. Co so san xuat va co s¢ ding ky thudc cé trach nhiém:

1. San xuét, cung cip thudc vao Viét Nam theo dung cac hd so, tai liéu di dang ky
vo1 BO Y t€ va phai in s6 dang ky dugc BO Y t€ Viét Nam cap 1én nhan thudc.

2. Chéap hanh ddy du phap luat ciia Viét Nam va cac quy dinh ctia B Y té vé san
xuat, nhdp khau thudc va luu hanh thudc tai Viét Nam, néu c6 bat cir thay doi gi trong
qua trinh Iuu hanh thuéc & nudce so tai va ¢ Viét Nam thi phai bao cdo ngay cho Cuc
Quan Iy Dugc - Bo Y t€ Viét Nam.



3. Thyc hién viéc c@p nhét tiéu chuan chét lugng cia thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cua Bo truong BO Y té quy dinh vé chit
luong thude, nguyén liéu lam thudc, Thong tu s6 03/2020/TT-BYT ngay 22/01/2020 cia
B¢ truong Bo Y té stra d6i, bo sung mot sé dicu ciia Thong tw 11/2018/TT-BYT quy dinh
vé chit luong thubc, nguyén liéu 1lam thube.

4. Cap nhat nhin thudc, to hudéng dan sir dung thude theo quy dinh tai Thong tu sd
01/2018/TT-BYT ngay 18/01/2018 cua Bo truong B Y té quy dinh ghi nhan thudc,
nguyén liéu lam thude va t& huéng din sir dung thude trong thot han 06 thang ké tir ngay
ky ban hanh Quyét dinh nay, theo hinh thirc thay doi, bd sung gidy dang ky luu hanh
thudc quy dinh tai Thong tu s6 08/2022/TT-BYT ddi véi thude chua _cap nhét n6i dung
nhan thudc, t& huéng dan sir dung thudc theo quy dinh tai Thong tu s6 01/2018/TT-BYT
ctia BO truong BO Y té.

5. Sau 12 thang ké tir ngay ky ban hanh Quyet dinh nay, cac thudc dugc gia han
glay dang ky luu hanh tai Phu luc I, Il c6 thay d01 v€ noi dung hanh chinh (bao gom ca
mau nhén, to huéng dan sir dung) phai san Xuat (d01 v6i vac xin, sinh pham san xuét
trong nudc), nhap khau (d6i voi vic xin, sinh pham nhap khau), luu hanh véi cac ndi
dung di dugc phé duyét thay ddi trong ho so dang ky gia han.

6. Phéi hop vOi cac co sO'y té du phong, co s diéu tri dé thuc hién theo ding cac
quy dinh hién hanh vé thudc ké don, theo do1 an toan, hi¢u qua, tac dung khong mong
muodn cua thuoc trén nguodi Viét Nam va tong hop, bao céo theo quy dinh tai Piéu 5
Thong tu s6 08/2022/TT-BYT ngay 05/9/2022 ctia Bo trudong Bo Y té quy dinh viéc ding
ky Iuu hanh thude, nguyén lidu lam thudc d6i véi cac thude thuéc Danh myc ban hanh
kém theo Quyét dinh nay.

7. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi han
hiéu luc cua gidy dang ky lwu hanh thudc, nguyén liéu lam thudc. Trong trudng hop
khong con dap ung du diéu kién hoat dong, co so dang ky phai c6 trach nhiém thuc hién
thay doi co s ding ky theo quy dinh tai Thong tu s6 08/2022/TT-BYT ngay 05/9/2022
ciia Bo truong Bo Y té quy dinh viéc dang ky luu hanh thudc, nguyén liéu lam thudc
trong thoi han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat dong.

8. Co s¢ dang ky thuoc phai bao cao Bo Y (Cuc Quan ly Duoc) té vé cap nhat tinh
trang dap ung Thyc hanh t6t san xuét cua co sO' san xuat thudc, nguyén liéu lam thude.
Truong hgp co s6 san xudt bi thu hdi glay phép san xuit hoic khong dap tng Thuc hanh
t6t san xuat thudc, nguyén liéu lam thudc & nudc sé tai, co sd phai thyc hién viéc bao cao
trong thoi han 15 ngay ké tir ngay co thong bao cta co quan quan 1y ¢ tham quyén nudc
sO tai theo quy dinh tai diém d khoan 1 Piéu 100 Nghi dinh s6 54/2017/ND-CP ngay
08/5/2017 ctia Chinh phu quy dinh chi tiét mot s6 diéu va bién phap thi hanh Luat Duogc.

9. Céc thuoc so thir tw 1, 2, 3, 4, 5, 8 tai Phu luc 111 Quyét dinh nay: sau khi dugc
gia han gidy dang ky luu hanh thudc, cong ty diang ky phai nop ho so 1am sang theo
hinh thre thay d6i, bo sung quy dinh tai Phu luc II Thong tu s6 08/2022/TT-BYT dé
duoc tiép tuc xem xét gia han gidy ding ky luu hanh cho 1an tiép theo.

10. Cac thudc s thir tu 6, 7 tai Phuy luc III Quyét dinh nay: sau khi duoc gia han
gidy dang ky luu hanh thudc, cong ty dang ky phai nop hd so 1am sang theo hinh thirc
thay d6i, bo sung quy dinh tai Phu luc IT Thong tu sé 08/2022/TT-BYT hoic cong thirc
tham chiéu dé dugc tiép tuc xem xét gia han gidy dang ky luu hanh cho lan tiép theo.

Piéu 3. Cac thudc duoc gia han gidy ding ky luu hanh tai Phu lyc 11 va Phy luc 111



Quyet dinh nay duoc tiép tuc sir dung sd dang ky da cip trude khi gia han trong thoi han
t6i da 12 thang ké tir ngay dugc cap s6 dang ky gia han theo quy dinh tai Phu luc VI ban
hanh kém theo Thong tu s6 08/2022/TT-BYT.

Piéu 4. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 5. Giam ddc S¢' Y té cac tinh, thanh phd tryc thudc Trung wong va Giam déc
co s& san xuat va co sé dang ky c6 thuoc tai Pi€u 1 chiu trach nhi€ém thi hanh Quyét dinh

nay./.
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HDTV cip GPKLH thudc, NLLT; Trung tim mua sim QG;

- Vién KPQG VX&SPYT, Vién VSDTTW;

- Téong Cong ty Dugc VN — CTCP, Cac Cong ty XNK dugc

pham (xem Website Cuc QLD);

- Cac Bénh vién & Vién co6 giuong bénh truc thuoc BYT;

- Cuc QLD: cac phong QLGT, QLKDD, QLCLT, PCHN,

VP Cuc, Website Cuc QLD;

- Luu: VT, DKT (4b).




Phu luc |

DANH MUC 07 VAC XIN, SINH PHAM PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - POQT 53

(Kém theo quyét dinh sé: ..65......../0D-QLD, ngay 23./01./2025.ciia Cuc Qudn 1y Duroc)

STT | Ténthuéc | Hoat chat chinh — Dang | Quy cich déng | Tiéu | Tuoithg | So ding ky
Ham lwong bao goi chuan | (thang)
che
) (2) 3 4) ®) (6) (7) (8)

1. Co sé ding ky: Cong ty TNHH AstraZeneca Viét Nam (Pja chi: Tang 18, Toa nha A&B, S6 76, Puong
Lé Lai, Phwong Bén Thanh, Qudn 1, Thanh phé Ho Chi Minh, Viét Nam)

1.1 Co sé san xuat: Vetter Pharma- Fertigung GmbH & Co. KG (bja chi: Mooswiesen 2, 88214,
Ravensburg, Pirc); Co sé dong goi cap 2: AstraZeneca AB (Pja chi: Forskargatan 18, Sodertalje 151 36,
Thuy Dién); Co sé kiém tra chat lwong va xuat xwéng 16: AstraZeneca AB (Pja chi: Gartunavagen,
Sodertalje, 152 57, Thuy Dién)

1 Imjudo Tremelimumab Dung Hop 1 lo x NSX 48 400410047025
25mg/1,25ml dich 1,25ml
dam
dac dé
pha
tiém
truyén

2 Imjudo Tremelimumab Dung | Hop 1lox15ml | NSX 48 400410047125
300mg/15ml dich
dam
dac dé
pha
tiém
truyén

2. Co s6 diang ky: Cong ty TNHH Binh Viét Pic (Pja chi: 62/36 Truong Cong Dinh, Phuwong 14, Qudn Tan
Binh, Thanh phd Ho Chi Minh, Viét Nam)
2.1 Co sé san xuit: Co sé san xuat lo bgt: Octapharma Pharmazeutika Produktionsges.m.b.H (Bja chi:

Oberlaaerstrafe 235, 1100 Wien, Ao);Co sé san xuat dung méi: Solupharm Pharmazeutische Erzeugnisse
GmbH (bja chi: Industriestr. 3, D-34212 Melsungen, Duic)

3 Human Human Coagulation Bot Hop gom 2 hop NSX 36 900410047225
Coagulation | Factor VIII 250 IlU | dong | gidy carton dinh
FVIII kho lién véi nhau
Octapharma va | bang mang nhya.
dung | Hop carton 1 gém
méi | 1lo (thay tinh
pha | loai 1) ché phiam
dung dang bot, day
dich | béang nat cao su
tiém | (cao su halobutyl)
va nap bat; Hop
carton 2 chira bo
dung cu dé tiém




2

STT | Ténthuéc | Hoatchatchinh— | Dang | Quy cichdéng | Tiéu | Tudithe | Sb dingky
Ham lwong bao goi chuan | (thang)
ché
) ) (©) (4) (5) (6) ) (8)

va hoan nguyén,
gom c6: + 1 lo
(thay tinh loai 1)
chira 10 ml nudc
cat pha tiém; day
bang nit cao su
(cao su halobutyl)
vanap bat. + 1
bom tiém dung
mot 1an + 1 bo
dung cu dé pha (1
kim kép va 1 kim
loc) + 1 kim
budm dé truyén
dich + 2 bdng gac
tam con.

3. Co sé ding ky: Cong ty TNHH Novartis Viét Nam (Bja chi: Phong 1001, lau 10, Centec Tower, 72-74
Nguyén Thi Minh Khai, Phuwong V6 Thi Sau, Qudn 3, Thanh phé Ho Chi Minh, Viét Nam)

3.1 Co sé san xuat: Novartis Pharma Stein AG (Pja chi: Schaffhauserstrasse, 4332 Stein, Thuy Sp)

4 Fraizeron Secukinumab Dung Hop 1 bat tiém NSX 24 760410047325
150mg/m dich | dong san thudc
tiém iml
5 Fraizeron Secukinumab Dung Hop 1 but tiém NSX 24 760410047425
300mg/2ml dich | déng sin thubc
tiém 2ml

4. Co sé ding ky: Cong ty TNHH Pfizer (Viét Nam) (Pja chi: Tang 17, Phong 1701, Friendship Tower, 31
L& Dudn, Phuong Bén Nghé, Qudn 1, Thanh pho Ho Chi Minh, Viét Nam)

4.1 Co sé san xuat: Co sé san xuit va dong goi cap 1: Pfizer Ireland Pharmaceuticals (Pja chi co sé sdn
Xudt va déng géi cap 1: Grange Castle Business Park, Clondalkin, Dublin 22, Ireland); Co sé dong g6i thir
cap va xuit xwéng 16: Pfizer Manufacturing Belgium NV (Pja chi: Rijksweg 12, Puurs, 2870, B/ )

6

Prevenar 20

Mdi liéu don 0,5 ml:
Huyét thanh tuyp 1
polysaccharid phé cau
khuan 2,2 mcg; Huyét
thanh tuyp 3
polysaccharid phé cau
khuan 2,2 mcg; Huyét
thanh tuyp 4
polysaccharid phé cau
khuan 2,2 mcg; Huyét
thanh tuyp 5
polysaccharid phé cau
khuan 2,2 mcg; Huyét

Hon
dich
tiém

Hop 1 bom tiém
dong san va 1 kim
tiém; Hop 10 bom
tiém dong san va

10 kim tiém.
(Bom tiém dong
san 1 liéu don
0,5ml)

NSX

24

539310047525




3

STT | Ténthuéc | Hoatchatchinh— | Dang | Quy cichdéng | Tiéu | Tudithe | Sb dingky
Ham lwong bao goi chuan | (thang)
ché
1) ) (©) (4) (©) (6) () (8)
thanh tuyp 6A

polysaccharid phé cau
khuan 2,2 mcg; Huyét
thanh tuyp 6B
polysaccharid phé cau
khuan 4,4 mcg; Huyét
thanh tuyp 7F
polysaccharid phé cau
khuan 2,2 mcg; Huyét
thanh tuyp 8
polysaccharid phé cau
khuan 2,2 mcg; Huyét
thanh tuyp 9V
polysaccharid phé cau
khuan 2,2 mcg; Huyét
thanh tuyp 10A
polysaccharid phé cau
khuan 2,2 mcg; Huyét
thanh tuyp 11A
polysaccharid phé cau
khuan 2,2 mcg; Huyét
thanh tuyp 12F
polysaccharid phé cau
khuan 2,2 mcg; Huyét
thanh tuyp 14
polysaccharid phé cau
khuan 2,2 mcg; Huyét
thanh tuyp 15B
polysaccharid phé cau
khuan 2,2 mcg; Huyét
thanh tuyp 18C
polysaccharid phé cau
khuan 2,2 mcg; Huyét
thanh tuyp 19A
polysaccharid phé cau
khuan 2,2 mcg; Huyét
thanh tuyp 19F
polysaccharid phé cau
khuan 2,2 mcg; Huyét
thanh tuyp 22F
polysaccharid phé cau
khuén 2,2 mcg; Huyét
thanh tuyp 23F
polysaccharid phé cau
khuan 2,2 mcg; Huyét
thanh tuyp 33F
polysaccharid phé cau




4

STT | Ténthuéc | Hoatchatchinh— | Dang | Quy cichdéng | Tiéu | Tudithe | Sb dingky
Ham lwong bao goi chuan | (thang)
ché
) ) (©) (4) (5) (6) ) (8)

khuan 2,2 mcg;
(20 cong hop phé cau
khuan - saccharid
cong hop véi
CRM197)

5. Co sé dang ky: Sanofi Pasteur (Dia chi: 14 Espace Henry Vallée, 69007 Lyon, Phap)

5.1 Co sé san xuit: Sanofi Pasteur Inc. (Pja chi: 1 Discovery Drive, Swiftwater, PA 18370, Hoa Ky)

7

Menguadfi

MOi lieu 0,5ml chira:
Polysaccharide Nao
md cau (nhém huyét
thanh A) (don gia cong
hop)* 10mcg;
Polysaccharide Nao
md cau (nhém huyét
thanh C) (don gia cong
hop)*10meg;
Polysaccharide Néo
md cau (nhdm huyét
thanh W135) (don gid
cong hop)* 10mcg;
Polysaccharide Néo
md cau (nhém huyét
thanh Y) (don gid cong
hop)* 10mcg
*duoc cong hop voi
chat mang la protein
giai doc t6 udn van
khoang 55mcg

Dung
dich
tiém

Hop 1 1o x 1 liéu
0,5ml

NSX

48

001310047625

Ghi cha:
1. Céch ghi tiéu chuan chat lwgng thuac tai ct (6):

- Nha san xudt (NSX), Tiéu chudn nha sdn xuat (TCNSX), Tiéu chudn co s¢ (TCCS), In-house cd ¥ nghia twong
dwong nhau, la tiéu chuan chdt lrong thudce do co sé san xuat xay ding va déu co thé dwoc ghi trén nhan

thuac.

- Qéch viét tat cac tieu chﬂud’n chdt lirong diroc dién: Duoc dién V’iét Nam (DDVN), Dugc dién Anh (BP), Dugt
dien My (USP), Dugc dién Nhat Ban (JP), Duoc dien Trung Quoc (CP), Duoc dien Chdu Au (EP), Duoc dién
Quoc te (IP)...




Phu luc Il

DANH MUC 04 SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 5 NAM - QT 53

(Kém theo Quyét dinh sé: ..03......../OP-QLD, ngay 23./91./2025.ciia Cuc Qudn 1y Dirgc)

STT | Ténthuoc | Hoatchatchinh | Dang | Quy cachdéng | Tiéu | Tuditho | Sodingky | So
— Ham lwgng bao che goi chuan | (thang) gia han lan

(SO dang ky gia

da cap) han

1) ) (©), (4) (©) (6) () (8) 9)

1. Co sé diing ky: Cong ty TNHH Binh Viét Dic (Dja chi: 62/36 Trwong Céng Dinh, Phuong 14, Qugn Tan

Binh, Thanh pho Ho Chi Minh, Viét Nam)

1.1 Co sé san xuat: Octapharma Pharmazeutika Produktionsges.m.b.H (Pia chi: Oberlaaerstrafe 235, 1100

Wien, Ao)
1 | Albunorm | Mbi 100 ml dung Dung Hop 1 chai NSX 36 900410047725 | 1
200g/1 dich chira Protein | dich tiém 100ml (QLSP-1100-
tur huyet tuong truyen 18)
nguoi trong do it
nhat 96% la
albumin nguoi
209
2 | Albunorm | Human Albumin Dung Hop 1 chai NSX 36 900410047825 | 1
250g/1 25g/100ml dich tiém | 50ml; Hop 1 (QLSP-1101-
truyen chai 100ml 18)
2. Co sé ding ky: Cong ty TNHH Novartis Viégt Nam (Bja chi: Phong 1001, lau 10, Centec Tower, 72-74
Nguyén Thi Minh Khai, Phuwong V6 Thi Sau, Qudn 3, Thanh phé Ho Chi Minh, Viét Nam)
2.1 Co sé san xuat: Novartis Pharma Stein AG (Pja chi: Schaffhauserstrasse, 4332 Stein, Thuy S7)
3 Lucentis Ranibizumab Dung Hop 1 lo x NSX 36 760410047925 | 1
2,3mg/0,23 ml | dich tiém | 0,23ml, 01 kim

loc dé rat thube
trong lo, 01 kim
tiém trong dich
kinh, 01 éng
tiém dé rat
thudc trong lo
va tiém trong
dich kinh; Hop 1
lo x 0,23ml va
01 kim loc dé
rat thudc trong
lo; Hop 1 lo X
0,23ml

(SP-1188-20)




2

STT | Ténthuoc | Hoatchatchinh | Dang | Quy cachdéng | Tiéu | Tuditho | Sodingky | So
— Ham lwgng bao che goi chuan | (thang) gia han lan

(So dangky | gia

da cap) han

1) ) (©) (4) () (6) (@) (8) )

3. Co sé diang ky: Merck Export GmbH (Dja chi: Frankfurter Strafie 250, 64293 Darmstadt, Puc)

3.1 Co sé san xuat: Co sé san xuat ban thanh pham, déng géi so cap, kiém nghiém va xuit xwéng 16: Merck
Serono S.p.A. (Pia chi: Via delle Magnolie 15 (loc. Frazione Zona Industriale) 70026 Modugno (BA), Y); Co sé

déng goi thir cap: Merck Serono S.A. (Pia chi: Succursale d’Aubonne, Zone Industrielle de I'Ouriettaz, 1170
Aubonne, Thuy Sy)

4 Saizen Somatropin Dung | Hopgdm1dng | NSX 24 800410048025 | 1
6mg/1,03ml dich tiém chia 1,03ml (SP3-1241-22)

Ghi chu:

1. Céch ghi tiéu chuan cha lwgng thuac tai ct (6):

- Nha sdn xudt (NSX), Tiéu chudn nha san xuat (TCNSX), Tiéu chudn co so (TCCS), In-house cd y nghia twong
dirong nhau, la tiéu chuan chat lwong thuée do co sé san xuat xay dung va déu co thé duroc ghi trén nhan thudc.

- Céch viét tat cac tiéu chudn chdt lirong dwoc dién: Duoc dién Viét Nam (DPVN), Dugce dién Anh (BP), DuwoC
dién My (USP), Duoc dién Nhét Ban (JP), Duwoc dién Trung Quoc (CP), Dugc dién Chdau du (EP), Duwoc dién
Qudc té (IP)...

2. S6 ding ky tai cét (8):

- S6 ding ky gia han 1a sé dang ky dwoc cap theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT ngay
05/09/2022 ciia B trieong B Y té quy dinh viée ding ky heu hanh thuéc, nguyén lidu 1am thuac.

- 86 ding ky dd cap (dwoc ghi trong ngodc don) la sé dang ky da dwot cdp tréc khi thude dwoc gia han theo
quyét dinh nay.




Phu luc 111

DANH MUC 08 SINH PHAM PUQC GIA HAN GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 3 NAM - PQT 53

(Kém theo Quyét dinh sé: ..63......../0P-QLD, ngay 23./01../2025¢cia Cuc Qudn 1y Durgc)
STT| Tén thuoc Hoat chat Dang | Quy cach déng | Tiéu | Tudithe | S6diangky | So
chinh — Ham bao goi chuan | (thang) gia han lan
lwong ché (S6 dang ky | gia
da cip) han
1) ) (©) (4) ©) (6) ) (8) 9)

1. Co s6 ding ky: Aspen Pharmacare Australia Pty Limited (Pja chi: 34-36 Chandos Street, St Leonards NSW

2065, Australia)

1.1 Co sé san xuat: Aspen Notre Dame de Bondeville (Pja chi: I rue de I’ Abbaye 76960 Notre Dame de

Bondeville, Phap)

1 Fraxiparine Nadroparin Dung Hop 10 bom NSX 36 300410048125 | 1
2850 I.U. calcium 2850 | dich | tiém dong san x (VN-14178-
AXa/0.3ml anti-Xa tiém 0,3ml 11)
1U/0,3ml
2 Fraxiparine Nadroparin Dung Hop 10 bom NSX 36 300410048225 | 1
3800 IU calcium 3800 dich | tiém déng san x (VN-21665-
AXa/0.4ML anti-Xa tiém 0,4ml 19)
1U/0,4ml

2. Co sé diing ky: Cong ty C6 phan Xuiat nhap khau Y té Domesco (Pja chi: S6 66, Quac 16 30, Phurong My
Phu, Thanh Phé Cao L&nh, Tink Pong Thap, Viét Nam)

2.1 Co sé san xuat: Shanghai Chemo Wanbang Biopharma Co., Ltd (Pja chi: No.1098, Yuegong Rd, Jinshan

District, Shanghai, 201507, Trung Qudc)

1158-19)

3 Recombinant Méi lo chira: Bot | Hop 1 lo; Hop 5 CP 24 690410048325 1
Human Recombinant dong lo 2015 (QLSP-1017-
Erythropoietin human khé 17)
for injection erythropoietin pha
(alpha) 2000 IU | tiém
3. Co sé diing ky: Cong ty ¢6 phan Dwoc pham Duy Tan (BPja chi: 38/6i Nguyén Van Tréi, phwong 15, Qudn
Phd Nhugn, Thanh phé Hé Chi Minh, Viét Nam)
3.1 Co sé san xuat: Laboratorio Pablo Cassara S.R.L. (Pja chi: Carhue 1096/86 (C1408GBV), Autonomous
City of Buenos Aires, Argentina)
4 Betahema rHu Dung | Hop1lox1iml BP 24 778410048425 1
Erythropoietin dich hién (QLSP-1145-
beta 2000 tiém hanh 19)
IU/1ml
5 Neutrofil 48 Filgrastim Dung Hop 1 lo x NSX 24 778410048525 1
48MU/1,6ml dich 1,6ml (QLSP-H03-
tiém




2

STT | Tén thudc Hoat chat Dang | Quy ciach déng | Tiéu | Tuditho | Sodiangky | S6
chinh — Ham bao goi chuan | (thang) gia han lan

lwong ché (S6 dang ky | gia

di cap) han

1) (2) 3 4) ®) (6) (7) (8) ©)

4. Co sé ding ky: Cong ty ¢é phan Héa-Dwoc pham Mekophar (Bja chi: 297/5 Ly Thuong Kiét, Phwong 15,
Qudn 11, Thanh phé Hé Chi Minh, Viét Nam)

4.1 Co sé san xuit: Cong ty c6 phan Hoa-Dwoc pham Mekophar (Pja chi: 297/5 Ly Thwong Kiét, Phurong 15,
Qudn 11, Thanh phé Ho Chi Minh, Viét Nam)

6 Subtyl Bot chira vi Vién
khuan Bacillus | nang
subtilis twong cang
duong vi khuan
Bacillus subtilis
séng 10° — 10’
CFU

Hop 01 lo x 20
vién; Hop 2 vi x
10 vién

NSX 24 | 893400048625 | 1
(VD-16345-

12)

Thubc
bot
uong

7 Subtyl Gai 1g chra: NSX 24
Bot chira vi
khuan Bacillus
subtilis trong
duong vi khuan
Bacillus subtilis
séng 10° — 10’
CFU

Hop 25 g6i x 1g 893400048725 | 1
(VD-16346-

12)

5. Co so dang ky: Getz Pharma (Private) Limited (Pja chi: Plot No. 29-30, Sector 27, Korangi Industrial Area,
Karachi, Pakistan)

5.1 Co sé san xuat: Getz Pharma (Private) Limited (Pja chi: Plot No. 29-30, Sector 27, Korangi Industrial
Area, Karachi, Pakistan)

8 | Diamisu 70/30 | Insulin nguoi Hon | Hop1lox10ml | EP 24 896410048825 | 1
Injection (rDNA) (70% dich hién (QLSP-1051-
1001U/ml insulin isophane | tiém hanh 17)
va 30% insulin
hoa tan)
10001U/10ml
Ghi chu:

1. Cach ghi tiéu chuan char hrong thudc tai cét (6):

- Nha san xuat (NSX), Tiéu chuan nha san xuat (TCNSX), Tiéu chudn co s¢ (TCCS), In-house cd y nghia twong
dwong nhau, la tiéu chuan chdt lwong thuéc do co sé san xudt xay dung va déu co thé duroc ghi trén nhan thudc.

- Céch viét tat cac tidu chuan chat lwong diege dién: Duwoc dién Viét Nam (DPVN), Duoc dién Anh (BP), Duoc
dién My (USP), Duoc dién Nhdt Ban (JP), Duwoc dién Trung Quéc (CP), Duge dién Chdu du (EP), Dugc dién
Quoc té (IP)...

2. S6 dang ky tai cét (8):

- So dang ky gia han 1& so dang ky dwoc cdp theo quy dinh tai Phu luc VI Théng e 08/2022/TT-BYT ngay
05/09/2022 cuia B trueng B Y té quy dinh viée dang ky lheu hanh thuéc, nguyén liéu 1am thuoc.

- S6 dang ky da cdp (dwoc ghi trong ngodc don) la sé dang ky da dwoc cdp truwdc khi thuée dwoc gia han theo
quyét dinh nay.
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